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[ Federal Register: Cctober 21, 1994]

DEPARTMENT OF TRANSPORTATI ON
Research and Speci al Progranms Administration
49 CFR Part 171

[ Docket No. HM 181G Notice No. 94-10]
RI'N 2137- AC36

I nf ecti ous Substances; Confirmation of Effective Date and
Conpl i ance Dat es

AGENCY: Research and Special Programs Administration (RSPA), DOT.

ACTION: Final rule; confirmation of effective date and conpliance
dat es.

SUMVARY: On Septenber 22, 1994, RSPA published a final rule to extend
the conpliance dates for classification, hazard comuni cati on, and
packagi ng requirements of the Hazardous Materials Regul ations
applicable to infectious substances, including regul ated nedi cal waste.
The effective date of the rule was Septenber 22, 1994, unl ess RSPA
recei ved, by Septenber 30, 1994, any conments illustrating that an

ext ensi on of the conpliance dates is not in the public interest. RSPA
recei ved two comrents opposi ng the extension, but containing no
specific information to support that an extension of the conpliance
dates is not in the public interest. Therefore, this docunent confirmns
that the conpliance dates are extended as set forth in the Septenber
22, 1994 final rule, and the effective date of that final rule is

Sept enber 22, 1994.

EFFECTI VE DATE: Septenber 22, 1994.

FOR FURTHER | NFORMATI ON CONTACT: Eileen Martin or Jennifer Antonielli
O fice of Hazardous Materials Standards, Research and Special Prograns
Admi ni stration, 400 Seventh St., SW, Wshington, DC 20590-0001

t el ephone: (202) 366-8553.

SUPPLEMENTARY | NFORVATI ON: On Sept enber 22, 1994, RSPA issued a fina
rul e under Docket HM 181G (59 FR 48762) to extend the conpliance dates
for classification, hazard comuni cati on, and packagi ng requirenents
for infectious substances, including regulated nmedical waste (RMWN. In
the final rule, RSPA anended 49 CFR 171.14(b) to extend the conpliance
date from October 1, 1994, to COctober 1, 1995, for regulatory

requi renents applicable to RMWand materials infectious to aninmals
only. This extension was provided to all ow RSPA sufficient time to
publish a Notice of Proposed Rul emaki ng (NPRM), eval uate coments
received in response to the NPRM and make any necessary changes to the
HVR based on the merits of those coments. RSPA stated that, w thout an
ext ensi on of the conpliance date, shippers and transporters of these
materials would have to conply with regulations that are likely to be
changed in the near future and thereby incur unnecessary costs. For

ot her infectious substances, i.e., for cultures and stocks of

subst ances infectious to hunmans, the Septenmber 22, 1994 final rule

ext ended the conpliance date from Cctober 1, 1994, to January 1, 1995.
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The requirenents for these naterials generally have not been at issue
in comments or petitions filed with RSPA. The principal inpacts of the
January 1, 1995 conpliance date will be a nomenclature change fromthe
old "“etiologic agent'' hazard class to the new ~"“Division 6.2
classification, elimnation of the 50 milliliter exception for cultures
and stocks of infectious substances, and expansi on of the definition of
i nfecti ous substances to cover substances, such as the hunman
i mmunodeficiency virus (H V) and Lynme di sease, which are not listed in
the Centers for Disease Control regulations (42 CFR 72.3).

In the preanble of the September 22, 1994 rule, RSPA stated that
t he conpliance dates woul d be extended unl ess RSPA recei ved comrents by
Septenmber 30, 1994, that illustrated that an extension of the
conpli ance dates would not be in the public interest. RSPA received two
conment s opposed to and one conmment in support of extending the
conpliance date for provisions applicable to RMW The comrent
advocating the extension was submtted by the American Hospita
Associ ation (AHA). The AHA fully supported RSPA' s decision to extend
the conpliance date for RMWand encouraged continued coordination with
ot her Federal agencies involved in the regulation of infectious
subst ances. The comments opposi ng the extension were subnitted by a
manuf acturer of an exenption packagi ng used for transporting RMW and
one of its custoners, a waste transporter. Both comenters requested
that the requirenents for RMV be inplemented without further delay. The
manuf acturer stated that it has spent in excess of $2 mllion
devel opi ng its packagi ng, and that |arge transporters of RMW have
““done little or nothing to help toward the safety of RMW
transportation.'' The waste transporter stated that, by using the
manuf acturer's exenption packaging, it has an edge over many of the
| arge transporters that are not and possibly may elect not to comply
with the new requirements. The waste transporter stated that Federa
regul ati ons are necessary if safeguards are to be put in place for the
safety and health of the public. Neither conmenter provided any
specific data or information suggesting that RMVis being transported
unsafely, nor did they denmonstrate that the extension would jeopardize
safety or be contrary to the public interest. Based on these coments,
and on the lack of any evidence indicating that a linited extension
woul d adversely affect public health and safety, RSPA has determ ned
that it is appropriate to extend the conpliance dates. Therefore, RSPA
is confirmng the conpliance dates set forth in the Septenber 22, 1994
final rule.

| ssued in Washington, DC on Cctober 14, 1994, under authority
del egated in 49 CFR part 106, appendix A
Al an |. Roberts,
Associ ate Administrator for Hazardous Materials Safety.
[FR Doc. 94-26122 Filed 10-20-94; 8:45 an
Bl LLI NG CODE 4910-60-P
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